


ZETA RESEARCH SRL

Zeta Research has qualified staff for the full management of clinical trials, at
national and international level.

Zeta Research, active since 2002, is a Contract Research Organization
(CRO), certified at the Italian Drug Agency (AIFA), for the statistical
analysis and data management of pharmacological interventional
studies, according to DM 15 november 2011.
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To offer a complete service to its customers,
Zeta Research has set up 10 CATI stations for
recall and phone services to patients and PI.

Today, Zeta Research has extensive experience in the design, development,
and management of clinical trials, scientific studies and research projects,
ensuring compliance with the international regulations, to obtain quality and
independent results. The multidisciplinary approach of Zeta Research allows
responding the specific customer needs, by using competent human
resources.

The Company supports public and private clients such as multinational
pharmaceutical companies, electro-medical and food enterprises, healthcare
organizations, medical associations, European Authorities and partners in
high level consortiums for the development of European Calls.




The services range from the creation of the study design with the drafting of
a protocol and CRF to document management; from the selection of the
Centers to the submission of the study to the Ethics Committees and
notification to Competent Authorities; from the implementation of a dedicated
. site or portal for data collection and management; from remote or on-site
monitoring to data cleaning or recoding (according to specific MedDRA -
Medical Dictionary for Regulatory Activities); from the statistical analysis to
j &drafting of scientific material for publications.
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In recent years, Zeta Research has focused its expertise and resources in the
collection of online data (Electronic Data Capture - EDC) with the use of
computer systems validated according to the Computer System Validation
(CSV) in Clinical Data Management (CDM). The service guarantees results
that can be used for registration or markings of new products, for the post-
marketing surveillance and are expendable in the scientific community with
publications or presentations.

Data obtained with the procedures developed by Zeta Research meet the
specific regulatory requirements and international guidelines (application
of ICH GCP, Annex 11 CFR part 11, Statement of Privacy, and standards
SCDM, GCDMP & CDISC).




Zeta Research S.r.l.
REGISTERED AND OPERATIVE OFFICE:
Via Caccia, 8 34129 Trieste, Italy

P.l. e C.F. : 01028800322
TEL. E FAX: +39 040 35 89 80
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N° 50 100 10601 www.zetaresearch.it

E-MAIL: info@zetaresearch.com




